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AOAC Use-Dilutlon Method

PURPOSE

The purpose of Lhis Slidy Is l datormina the affeclivanass of lte Spohsor's product as = disinfeclant for hord surfaces
Tallowing the AOAC Uss-Dlfullon Methed, This molhod Is in compliance with {he requiremants of and maybe submlitad
io, ona or mare of the following agendles as Indlcalad by the Sponsor; U.S. Envirenmental Prolaclion Agency (EPA),
Health Canada and Australlan Therapeutic Goods Adminlsttallon (TGA), o T

TEST SUBSTANGE CHARAGTEE  [1ON
According to40 CFR, Parl 160, Suuparl F [160.106] test substance charadterization as to Identity, strength, purity,

solubllity snd composiloh, as applisabile, shall bs documented before lts use In this siudy, The stablfity of the test
aubstance shall be dalannined prior to or concurrantly with this sfudy, Perlinent Information, which may affacl lhe
outcoma of this sudy, shall be commuploated In wilting ta the Study Diractor upon sample submission to Acauratus
Lab Sarvices. Accumlus Lab Sarviceswill appand Sponsor-provided Cerlificates of Analysls (T of A) fo this study
repo, If requestet] and sugp"e@:i . Characterizalton-and slabllity sludies not performed folfowlng GLP regulallons
will ba ficled In tha (3éad Lahomtory Practice compliance sfatement,

SCHEDULING AND DHSGLAIMER OF WARRANTY

Experimentalsiart dates are generally schaduled on a first-comalfirst-serve bagls dnve Accuralus Lab Services racelves

the Spongor appravedicomplated protoco), signed fee schedule and carresponding teat sitbstance(s). Basad on af
tequired matgrials balng racelved al this {ime, the pobosed expserimentat etart data is Qctober 8, 2018, Verbael resulls
may ba given updn complatidn of the siidy with & wrillen repart lo fallow on the proposed completion date of
November 6, 2018, To axpedila scheduling, please he sufa all fayiiréd paperwork and {gst subsiance documentation
1s completefacaurate upon atrivel at Accuratus Lab Services,

If & test must be repeated, or a portion of It, due to faliure by Acouratus Lab Services to adhers to spaclfied
procedures, It will be répeated frea of charge, If a test must be repeeted, or & pertlon of I, due to fallure of internal
oontrols, It will be repealed free of cherge, "Melhods Davelopment” fees shall be assessad, howsver, If the test
subatanon andfor test aystem require modifications dua io complexily and diftlculty of testing, If the Spansar
requests a rapeat tast, they will be charged for.an edditional test. Naither the name of Acoureius Lsb Services nor
any of e employses are to be used In adverllsing or other promatien without written consent from Accuretus Lab

Services.

Tha Sponser la resporisible for ahy Telacllen of tha Tina) reparl by the regutaling agencles concarping repart fomtat,
pagination, alo. To preveni rejeotlon, Sponser shauld carefullyfevisw this Agcurals Lab ‘Servicas fnal repon and
ndllly Accuratus Lab Services of eny parceived deficlencles In' ihesé areas biefore subrilgsion of tho repor! td The
regulatery agancy, AcouralusLab Servicea wil make reasonable changes desmad fidcegsary by the Spdnsar,
without altering the technlcal dela, .

JUSTIEICATION FOR SELECTION OF THE TEST SYSTEM

Regulatery ‘Adenales reglire thal a spaclfic organism elalm fora tasl substancs intended forlisa on hard suifaces
ba supported by-appropriate sclenililo deta demonslrating the sfficacy of the-lest substdnce against the dlaimad
-arganism.. “This Is accainplighed In the Jaboratory by treating ihe larget crganism wilh lhe-f2a! substance under
eonditiops Which-simulate 8 closely a8 possible (he aclual.condifons under whioh the tesl substance s designed
to be used. For products Intanded for use on hard suriaces {dry, inanimats ‘environmental surfaces), a camier
method 1s used In the genstalion of the suppotting data. The experlmental daslgn In this protocal maets these

tequlremaents,

=TT PRINGIF ~

syt OF OFFanl...,, Jalls drigd on a siitace of slainless stael carrlers I8 exposed fo Ihe test substance for a spacifled
exposura flmé. After axposure,dhe carrers are transfomed to vessels conlaining neulralizing subcultura media and
assayad for survivors. Appropriata cullure putity, sterlily, viabily, carer pogufalion @nd noutrlization confimiation
conirale ara peformad. The current revislon of Stanidard Operaling Progedure GGT-0041 raflacts the methods
which shall be uged In thia study.
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IEST METHOD
T+ 143 o
: Dilution of
Incubation Culture After
Tast Drganism Deslgnation # Growth Medium Parametars Spec
Adjustment
Psoydomonas aaruginosa 16442 Synthetlc Broth 35-37°C, sarobio NA

... lest organlsm(s) to he used in this study wasfwere obtalned from the Amerlean Type Cultire Gollectian {ATGC),
Manaseas, VA or aquivalent,

RedoVery Agdr Medium: Tryptlc Soy Agar + 5% Sheap'a Bload

Cartlers

Cartlers will bs screened according to AOAC Officlal Method of Analysls and any carrler positive for growth will be
discarded. Only penlcylinders showing no growlh may be used. Stalnless stes panlcylndsrs will be pre-soaked
ovetnight In 1N NaQH, washed In water untll neufral and auloclavaed In delanized water. Cerlers shall be used

" within threa months of starilizalion.

Praparation of Tast Organism
Transfar 10 pL of a thawed, vortex mixed, oryovis| of atock organism broth culture to an initlal 10 mL lube of growth

madlum. For organisme not definad In the AQAG Uge Dilutlon method, a loopful of slack slant cullure may be used
{o Inoculate tha Inltial 10 ml. tubo of growth mediutm,

Mix and Incubate the Initial cuilure for 2422 houra at the Incubation conditions above. Following Inoubation, transfer
10 yiL. of culluya-to sufilclent 20.% 150 mm Mofon elosura tihes containirig- 10 mL of colture medium {dally franafer
1), One dallyransfer Is requlrad bul up o four additonal dally iransfers may hs preparad. Ieubale the final lest
culiure for 48:64 houre al tha Incuballon condilions above, During cullure transfars;‘ihe Peaudomanas culluia wil
not be vortex mixed. On the day of use, ihe pelllcle will bacarsfully aspirated from the Psaudonionas asiuginbsa
oulture by vasuum aspiration. Care will be taken to avold dlsrupfing the pallicle and any vlsible pellicls on the bottem
of the tube will not be harvested. To avaid harvesting any vislble pellicle at the bottom of the iube, the upper portion
of the culture may be fransferred to a sterile tube, Any disruption of the pellicle rasulting fn dropplng or breaking up
of lhe pelliicle bafore or during removal renders that culture tube unusable,

The test cultura will ba vartex mixad far 3 ta 4 asconds and allowed to stand for 210 minules prlor to uae, Alter this
{ima, the uppsr portian of the cufture will be removad, leavirg behind any clumps or debrls and will be pooled in &
sterlle vegse! and mixed,

The Pseudomonas cutfure will be visually Inapected to ensure no pellicle fragments ere present.

The test culture will be adjueted In sterlle growth madium to an absarbancs valus of 0.240 ~ 0.260 at 620 nm usihg
a speclrophotameter, It Is recommandad that efler achleving the absorbanoe value targst the organlsm be further
diluted In atarlle growth madlum as speclflad In the chart ebove. Altamate organlsm preparation (e.g, changlng the
ubsorbance velus target or dilution) may be porformad es nacessary,

The culture may be diluled or centrfuge-concentrated. Applicable cullure dilutions shell be parfarmed uslng sterlla
growth medium.

An organic soll load will be added to the fest culture per Sponsar's request, The final test culture will be mixed
thoraughly prlor to use.
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Contaminatlon of Carrlers
The culture will be fransfarred to the penlaylinders (aftar slphoning off tha weter) and the catrlers will be immersed

for 1542 minutes In & prepared suspanslon at a ratlo of one carrler par one mL of cullure to complataly cover tha
carrlars, A meximum of 100 cartlers will be Inooulated per vassel and sach vesssi Inoculated may be cansldered
a part of ona lotal Inozulation nin per organlsm. The Inooulsted carriars will be (ranslerred o starlle Palr dishes
mallad-with filter paper-afler tapping the carrer agalnst lhe sids of, the containarto ramove excess Inosilum, -No
mora theh iwelve carrlers wit lbe placad In each Petr dish. The carrlers wili ha dried for 4042 minutas, NOQTE:
Organlsinis hiot spac!ﬂcah‘y monfioned In the ADAC malhodology may reqti  modified diying condilons for the
pumosa of obiaining maximum sunvival roﬂowfng drying, Tiie actiual drylng condilfons wilf be cleariy doaumentsd.
Carrlers will bie usad In tha test procedura within 2 hauts of drylng. Carrlers that touch during drying or have fellen
over wilt not be used in the test.

Drying Condilions: 35-37°C.

Proparation of Test Substancs

The tesl subsiancals) to be assayed wiil bo usad as direglad by the Sponser, il'e ‘hiullan of the test subslance [s
* requasted] by the Sponsor, he diluled test. aubstanca(s) yhell bé used wilhin hysa  irs of praparation, Faor

praduels raquiting diulion, tise 21.0 mL or 24.0 g of tesl substance and volumelrls, glsaavito when propating the

diluton Unless clherwish spacliiad by the Spansor, Ten (10} ml.:of e tost subslance at Its use-thullon vill be

aliquotted Into the required number of sterlle 26 x 150 mmi ‘or 26 x 100 nvm iubes, The Tubss wiil be-placad o a

waterbath at the specifiad exposura temperature, and aliowed to equlibrate for 210 minutes ptior to testing.

Expasure Conditlons
Each contemlinated end dried oarrier will be pleced into a saparats lube aontelring 10 mL of tha test substance at

ita usa-dilutlon for the deslred exposure time and temperature, Jmmediately afler placing each test cartler In the
test tuba, swirl the tube using approximataly 2—3 gentle rotations to release any alr bubbles frapped In or on the
oarler. Care will ba taken fo avald touching the sides of the tubes which may compromlse exposura, The carrler
vl b placed Inla the fest substance within 25 segonds of (he sxposuta lina Tor exposre Uines above Tinitnute
foliowing a callbratod fimer, The carderwill be placad Infa e tesl substanca within £3 seconds of tha-exposiurs
Ime for-exposurg times of 34 mltiuld. If he axpusiiie sandilions are compromised in any way for a glvan carrer, 8
new carrler may ba troalad in iis plage. I this cénnot bé done, liie taitler will ba marked end the compromised
carriar will be Idenfified In the raw data. [fa marked canfer dernansiralas a posiiive resull, the oerriar st msy bo
nvalldated end rapeatad by Sponsor request,

Test Systam Recovery
‘Following the Spendor spaclilad.éxpoauie lime, eachmedioated carriar wilbe ransferrad by wire hooleat staggered

intervals fo 10 mL of primary niutralizing subeulluié medisin 2nd guch lbe Wi be shaken thoroughly. To
acgomplish fhls, 1he canter Is removed from fhe dislifastant tubg- wilh & sterlle hodk, lapped ‘againsi the Interior
sldes of he ibe lo remove lhe exeass disinfactant, aveldng the ugpar ohe-third of tha {ubis, énd Iransfériad Into
the suboullurs tube. Care wil be taken to evold excassiva contant fo the Interior sldas of {ha subcultire ulias duriig
transfer, [f sacondery nevlrellzation [a raquested by the Sponsar or deamed nocassary due to test substance aclive
and/or concentration, carriers wil] he transfarred Into Individual secondary subedllare tubss contalnlng 10 mL of
neutrellzing broth beglnning appraximately 25-60 minutes afler subaulture of the cerrler Into the primary neutralizing
gubcullure madium, Shake each tubs thoroughly. If neutralizalton I a conoern, 20 mL of subetiture medium may

be usad.

incubation and Observation
All subcultures ere Ingubsted under the conditiona listed In table 1 for 4842 hours,

Following Inculation, the subculturas will be visvally examined for growth. If necessary, the subcullures may ba
placed at 2-B°C for up to three daya prior to exeminatian.

Representalive subgulluve iubes showlng growth will be subtillured, stelnad andfor blochemlcally essayed to
cunflrm or rule out'the presence of tha test ofganism, I giowlh cennpl be-detarmined VlsLIa"y. appropriate test
‘and/or ¢onlrol subculluras mey be sireakad to- agar 1o determnine the presence or akisande of grovith,

Templats: 110-11 Rev, 014 —Profitstany lfrrmation ~
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STUDY GONTROLS

Purity Gontrol
A "slreek plate for Isolaflon” will be performed on the organlsm cullure and following Incubalion exemined [n order

to confirm the presence of a pure oulture. The acceptance criterion for this study contral Is a pure cuiture
demonsirating colony morphalagy typlcel of the test organiem.

Organlc Soll Sterllity Contral
Pror to or concurrenit with testing and if appllcable, the serum used for the orgenle soll Joad will be cultured, fncubated,

end visuslly examined for lack of growth, The accaptance ciitarlon for this study contral s lack of grawih,

GCarrfer Sterllity Gontrol
Prlor to or conourrent wih tasting, a represemtative uninoculatad catrler will be added fa an appropriate suboulture
madium. The subculiure medium contelning the carrder will be Incubated and exemined for growih. The acceptance

critarfon for this atudy control is lack of growth,

Neutralizing Subcufture Medium Sterility Control
Prlor to or concurrent wilh tesfing, & reprasentalive sampla of uninoculated neulralizing subcuiture medium will ba
incubated and visually exemined. The acceptance ctiterion for thla etudy control ls lack of growth. .

Viabllity Control
Ona represeniallva inoculeted carrlerwill be added lo a vessal contalning each type of subculture medium. |fsecondary

subeullurss are performed using a differant madla lypa, ona oamler will pe placed In the primary subculiure medium
and one carfar will be placad in the secondary subculture medium, The vessels conlalning each oarrler Wil be
Incubatad and visually axemined for grawth. The acceplance eriteron for this study canirel 1s growth In the subcultura

madlg,

Neutrallzatton Cenflrmation Gonfral

Prlor to testing or concurrent with tasting, he neutralizallon of the test substance will be confirmed by exposing at laaat
one starlle carrler to the test substence and {ransferiing 1he camier to primary eubculiures contalning 10-20 mL of
nautralizing subculture medium as In the tast. If parformed In the test procadure, each earrler will then be transfemed
from primary subcultures into Individual secondary aubaullutas baglnning aepproximataly 25-60 minutes following the
primery {ransfer. The eubcultures (primery and secondary es applicabls) will be Inoculated with a ferget of
10400 colony farming units {CFU) of each test erganlem, (ncubatad under test conditions and visually axaminad for
the pressnce of growth. This contral will be parformed with muitiple replicates using diffarent difutlons of the test
organlsm, A alandardized apread plate procedure wil be run cancurrently In erder to enumatate the nuimber of CFU
aclually added per tube. NOTE: Only the most concentratad tost substance dliution and/or shortest exposure fime

needs to be evaluetad In this control,

The accaptance eriterton for this study control Is growth In the final subculture brath, minimally, following Inoculation
with =100 GFU per fube, If all the organism dilutlon(e) used In thla conlrol fall to provide adequate numbars
{10-100 GFU) which colnaides In a fallure to meet the acoeptance oriterion far Ihis study control, the contral may be

repeated in its enllrety.
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Carrler Populat!-- Gontro!

Two sals of thra  oculated carrlers (ene set pilor to testing and one sot following treatment) for each organlsm
carrier set will he nasayad, Each inoculated canfer will ba Individually subsultured into a tube contalning 10 mL of
néutrélizing suboullure,medium and sarilcated for 1 minutess seconds. Tubes.will a-contalned In.& beaker vith
wiiter suspanded n (e ultrasonic oleaner such iat all fu)ds wiil be leval. Followlng sonlealion, the contenls.of lia
1hree subculiured carrérs will be pogled (30 ml) and briafly vortex mied, Appropriate satlsl leri-fold difutlons will be
prapared and tha duplaate 0.1 mL allqyols spredd plated oh agay pate miedium, eyjd Incibated. I sefal dilullons sre
it performed and plated inmedialely followlng gonlealion, this vessels maybe rafrigeratad 21 2-8°G far up t 2 hours
pilorio diutiof. Following Incuballon, lhe resulling colanles will be enumeraled. The Individus! CFU per éarrler sat
results will e caleylaled, aid the Logie value of aach carrer set datermined, The average Legievalun per crganism
will be caleulated, For Pseudomonas aefuginosa, the -adeaplance orftarlon for (his siudy control Is a minlmum
averags Log1o value of 6.0.

PROCEDURE FOR “~\T{FICATION OF THE TEST SYSTEM

‘Agcurdtus, Lab Si,..-_& mainlalns Slandard Operaling Procedurss (SOPs) relative to efficacy lesling
studles, Efileaoy testing Is performed In strict adherencs to these SOPs which have been consfructed to cover all
aspecla of the wark Ingluding, bul not limited 1o, fecolp!, log-In, ‘nd lracking of blologleal reagents including test
organlsm stralns for purposes of {denfiffoatlon, racaipt and ugs of chirmical rasgents. These procadures are
deslghed to document each slep of efficacy tesling sludies, Ariiru‘n_lfﬂle roferehses 1o medium, batch ndmber, otc.
afé dociiménled in the raw data sollectsd during the course of each study.

Addltionally, sach afficacy tast Is #ssighed a unigue Projact Number when the protacol for thersludy liniated by
the Study Ditector. This number |5 used for Idenilllcallsh of the tes! subsiillutas, etd, duting the course of the
test, Tesl subcullures are also labaled with réfarénce fo e fest ‘orgenisii, exparimiental starl dale, and las!
producl. ‘Miaroscopic andfor macroscoplo svaluatlens of pesllive subculiures are perfarmetl In order le¢onfiim the
Identityaf ihe tast arganism. These measuras are designed to documant the ldentity of ths test system,

METHOD FOR CONTROL OF BIAS: NA
‘STUDY ACCGEPTANGE CRITERIA
Test Substance Performance Criterla

For Paeudomones aeriginose, the efflcacy performance requirementa for lebel clelms atate thet the test substance
must kill the mlarcorganism on 64 out of the 60 inoculated carrlers.

Tamplate; 210-11 Rev, DI — Froptetagy Mfommatlon —
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Cantrol Aucoptunce Criterla
The' sludy confrols mus! patforin according 1o the erlteiia detalled in Iha sludy conirols descrlptlon sectlon, If any

contro} accaptanca cillaita ara not met, dha test may be repealad uhdsr the -cuirent protocol number. If the
rapulation cohtrol excoads an average logta value of 7.0 for Pseudomonss aesudinosa,

Any posliive test oarers confirmad es a contamlnent will be reported. Any test carrfer set thet demonsirates 8 number
of contaminated iubes that conlributas to resuls that exceed the product performance/success crlteria may be
Invalideted per Sponsor'a raquast and may be re-tested. For slxly earrler sludies, conlamination exceading one tube
par carrler set may warrant invelldstlon and repeat testing by Sponsor's request.

If any portion of the proldcol Is exaculed incotreclly warranting repeat testing, the fost may be repeated under the
turrent protacol pumbr, If the poiulatlon conlis| falls to meet the minlmum requirement or If the nautralizatlon
conlrol acceplanea criferia 1s nol mol and fhe slidy Tails to rmeot the efffcacy requirements, repeat tosting Is not

requlred.

REPORT

Tha rapart will Include, bul not be Trilled o, Identllleation of the sample, date recelved, Inltlation and complation
dates; (dantification of the organlam sirahs uspd, tlegoriplion of madla and reagents, descripfion of the methods
emplayed, tabtlated resulls and cancluslon as i relaies 1o the purposa of tha teal, sid &l olhar Items required by

40 CFR Part 160.186.

PROTOGOL CHANGES

IF it bacomes neeassary to make chenges In the approvad protocal; tha revislon snd reasans for changss will be
documented, reported 1o the Sponsor and will become & piart of ihe parmanent fi fila for thel sludy, Simitarly, the
Sponsor will be natifled as soon sg pasathle whanavar an event occurs' That ray have an effect on lhe validily of

the study.

Standard operating procadures used in this study will be the cotrect effective revislon at the time of the work. Any
minor shanges to SOPs {for this etudy) or melhode used will be documanted In the raw dsta and appraved by the

Study Dlractar,

JEST SUBETANCE RETENTION

ItIs the raspaneipility of the Spensor to retaln & sample of the tost aubstance. All unused test substance will
o discarded Tollowing study completion unless.ctherwise Indlgatod by Sponsor,

RECORD RETENTION
Study Speclflc Documents

All of the orlginel raw dala developed exolusively for this study shall be archived al Aogurétus Lab.Services for a
minlmum of five yeara for GLP sludias or & minimum of i manths fo all ather studles following Ihe sludy complelion
data. Afler this fime, Lhe Sponsor {or the Sponscr Reprasentative; If applicable)-wh] ba corilaclad o determine the
final disposition. Thasa at|ginel data Include, but ara not limlted to, the following:

1, Al handwritlen raw data for control and test substences Including, but natlimited to notebaoks, dala forms
end calculatlons.
Any protagol amendménts/dayldtion polillelions.
All mersured data ussd In formulating the final feport,
Mermoranda, specificatlons; and olher sludy specllic corespondance relatlng to Interpretation and
svaluatlon of data, other lhan those documents cantalned In the final study repart.
Original signed protocol,
Certifiad copy of final study raport,
Study-specific SOP devlstions made during the study.

Neo hwon
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Facility Speaific Documants

The following records shall also ba archived at Accuratus Lab Services. These documents Include, bui are not
limited fo, the foltowlng:

SO0Ps which pertain to the study conducted.

Non study-specific SOP deviaflons made during the course of fhls study which may affact the resulis
obtained durdng 1his study.

Mathods which were used or referanced In the study conducted,

OA reports for each QA Inspectlon with comments,

Facfiity Racords; Temperatura Logs (amblent, Incubator, elc.), Instrument Logs, Cellbretlon and
Malntenance Racards,

8, Current curdlculum vitae, fraining records, and job descriptions for all personne! Involved In the study.

Mpe s

REFERENCES
i

Assodlallon of Officlal Analytleal Chemists (AOAC) CHiclal Method 884.02, Testing Disinfectants agalnst
Psaudotiohas aeriginesa - Usa-Dilution Method, In Official Methads of Analysls 6f iha ADAG, 2013 Edilion,
Assoclafon of Offlclal Analylical Chemiats (AOAC) Ofifclal Melhod -985.15; Testing Dlslnfecianls agalnst

2,

Slaphylogoccus aureus - Use-Dilution Method. In Offlclal Mathods of Amalysle ofthe AOAG, 2013 Ediion.

a. Assoclalion of Officlal Analytical Chemists (AOAC) Ofilclal Method BE5.14, Tesfing Disinfectants agalnst
Salmonela enferica- Use-Dllullon Method. In Offictal Methods of Anelysle of the AOAC, 2043 Edltion.

4, Assoclation of Officlal Analyilcal Ghemists (ADAGC) Offlclal Mathod 860,08, Germloldel and Detergent Sanitizing
Aclion of Disinfecianis Mathod [Preparation of Synthelic Hard Water]. In Offlclel Methods of Analysls of the
AOAC, 2013 Editlon,

5. U8, Environmental Profection Agency, Offfce of Chemicel Safety and Pollution Prevention, Product
Parformanca Tea! Guldelines, OCSPP 810.,2000: General Conslderallons for Usas of Antimlcroblal Agents,
September 4, 2012,

8. U.8. Environmental Protection Agency, Offlce of Chemicel Safely end Pollutlon Pravention, Product
Performance Test Guidellnes, OCSPP 810.2200: Disinfectents for Use on Hard Surfaces- Effloaay Data
Recommaendations, September 4, 2012,

7. Haalth Cenada, Janvary, 2014, Guldance Document — Safety and Efflcacy Requirements for Hard Surface
Disinfectant Drugs.

8. Heallh Canade, January, 2014, Guldance Dacument - Dlsinfectant Drugs.

8. Australlan Therapeutic Goods Adminlstration (TGA), February 1998, Guldelines for the Evaluallon of Sterifants
and Disinfectents.

10, Austrslian Therapeullc Goods Administration {TGA), February 1898. Therapeullc Goods Order No. 54:
Standard for Disinfectants and Steritants,

11. Australlan Therapeutic Goods Administration (TQA}, March 1857, Therapsutlc Goods Order No. S4A:
Amendment to the Standard for Dislnfectants end Sterllants (TGO 54}).
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BATA ANALYSIS
Calculations

Datarmine the CFU/Carrler set In the Cariler Populatian Control using sl averags counts betwesn 0-300 CFU as
folfaws:

L7y ume.of nevlrelizar)

GFU/carriar = {a X . - . CF
[10°%+ 10¥+ 102) x (Voluma plated) X (i v we 181w pur st)

where 10, 10, and 10"* are example difutions that may be used

Average Logio Garrler Population Control = -LogieX + LonieXs + ...LoguXy
A 3

Where: X equals CFU/carrler set
N equals number of control earrler sefs

Statistlcal Analysis
None vsed.

Fampl 210-11 Rav. 010 - Fropi: PP
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STUDY INFORMATION
{All blank sactions ara verifled by tha Sponsoror Sponsor Reprasantallve as linkad to their signafure, unless otherwles nolfad.)

' Te~*=-ibstance [Name & Baloh Numbirs) axdctlyas ILs! " appsiar on finat report:

j] ubstance Nama- ° UBalch Numbar
Projac! Mac 8 Chdgsa :GLP- Effcocy Tesling . (yyW2.- V9 1> 242496 § 2260-008
Profect Mac & Cheaso -GLP- Elficacy Taslin AU - 19 b . -e004a906-/ 3250-008
| Prolact Mac & CheeserGLF ~cocy Jesling:  eonvi - Ve Lo | e0p42406/ 2250010
acsting at the lawar geill... llmit {L.CL) ts required for registration, no agad baich Is necessary.
Product Description;
@ Qualatriary ammonla Q Peracefic acld O lodaphor
Q Reroxlda T Sodium hypachiorite G Other,_ i
Approximale Test Sl::%slurltﬂ A]cllve Concentratlon (upon submlsslon ta Accuratus Lab Services):
i . 'S : Fol

{This valuo s vsed Tor ﬁéq!r_aﬂzn[rohpfunnrng omy. This valie Is not intended lo mpreééﬁt characienzation voltias.)

Neufralization/Subculture Broth: 0 . -
{NOTE: Alf broth mus! also sarve aa et spproprate growih medium for the tast organism)
BT Accuratus Leb Services' Discrellon. By checking, the Sponsor sulhorizes Accuralus
Lab Services, at thelr dlscratlan, to patform neulraltzalion conflimatlon essays at the
Sponeor's axpense prior lo tasting to determine the most appropriale neulralizer, (See

Fea Scheduls),
Storage Conditlons Hazards
i Room Temperalure Q None known: Use Standard Pracautions
o 2.8°c Materlal Safaty Data Sheet, Attached for eaoh product
0 Other . [m] As Follows:

Product Preparation .
O Noillitlon required, Uss as racalved (RTU)

I, “*Diuon{s} to ba lested: i~y
) 1:28 defined ag J—-r-ﬁ!_ S I Sy

B sexampla: 10z/galldn) _ (smiouril of 185l substance)  -(amounl of diivent)

O Delantzed Wader (Flllar or Aulntléva Starfiized)
Q Tap Wa'!el‘éfﬂ_ler or Auloclave Steriized) - All lap waler Is softanad; the water hardness for the batoh of isp

‘waler ysed will be delaminad and repartad,

E-ADAG Synhelic Hard Waler 400  PPM

03 -Olher .. .
‘Nofe: An equivalent difution may be made unless otherwise requestad by the Spansor..

Test Organism{s): Psetidomonas aeruginosea (ATCC 16442}

Garrler Number:__ 60perbatch
Exposure Time:__15 inlriutes
Organic Solf Load:
& Minfmum 5% Organlo Soll Load (Fetal Bovine Serum)
0 No Organle Sofl Load Requlred
Q Olher;

Exposure Temperature: 20 £ 1 °C

Templ, 210-11 Rev. 010 —Propatetany Infe -
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TEST SURSTANCE SHIPMENT 8 Us
(This saclion Is forinformational puwiposes only,)
Tasl Subslance ls alfeady. gresen Lot Acghralug Lab Servioes.
0O Tesl Substancé hes higen of will be 5 ed to Accuralus Lab Services.
Dale of expscled racelpt at Acguralus Lah Services:
O Tes! Substance lo be hand-deliverad {must arive by hoon &1 leasl ofja day. prlorto les!lng or olhar.
affangements made wih the Study directar).

con
Stud, .. v pw. Ofimied under EPA Good Laboratory Practice ragulations {40 GFR Part 180) In accordanca to standard
operating procadutes,

Yes

. 0 No (Non-GLP or Development Study)

REGULATORY AGENCY(S) THAT MAY REVIEW DATA
- WS. EPA”

O Health Canada

Q Therapaullc Goods Adminlstration {Australlan TGA)

PROTOCOL MODIFICATIONS
‘G  Approvad without modificetion
& Approved with modificafion
Adraft raporl Wil ba prok

PROTOCOL ATTACHMENTS |
-Supplemental Informelon Form Attached - IfYas%"Na’

TESTING FACILIT ANAGEMENT VERIFICATION OF 40 CFR PART 160 BUBPART B | 160.31(D

Idenmy. slrength, purity, and uniformity, as applicable, of the lest lots has been or wilf be completed prlor to efflcacy .
testing: B Yes O No* [ Not required, Non-GLP testing requested i

If yas, teatlng was or wlll ba parformed foliowing 40 CFR Parl 180 GLP regulatlons; B Yes O No*
Opth llon to complete as sppllcable:
LE A Cerllﬂcata ‘of ‘Analysis (Cof Aymay ba  vided for eech lot of test substance, [f provided, the

G of A will ba gppeandsd fo thevaporl,
© M'Testlng haes besn ar wIII e conduiclad undar prulocal or eludy # N 4y I !

"ZEVOL0G 2651
an Mlh%fﬂcaoytegﬁlg 5 %JCH‘R

Stabliity teating of the farmulation has been or will be complated pricr la of canu 5
HYes O No* B Not required, Non-GLP testing requested

" {f yas, testing wae or will be performed following 40 GFR Part 160 GLP reguletiona: H Yes O No*

Opllorial Information ta corhplate as applicable:
[ Tesling has baen or will be conduetad under prataco! ot study # I

*f testing information Is not provided or fs nof porformed following GLP regulations, this wif be Indiceted in the GLP .
complianca statement of the final report., |

05 .
() See '-:vah- ol ;A 1p-U-iB Foee vl & new B0 gudelias atbodwaat, Ko 10-4-17 |

@ See. Sfm emoll from 10-1-1%, Kos rougaE
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PROPRIETARY INFORMATION

THIS DOGUMENT IS THE PROPERTY OF AND CONTAINS PROPRIETARY INFORMATION OF ACCURATUS-
LAB SERVICES, NE|THER THIS DOCUMENT, NOR INFORMATION CONTAINED HEREIN IS TO BE
REPRODUGED.OR DISCLOSED TO OTHERS, IN WHOLE OR IN PART, NOR'USED FOR ANY PURPOSE
OTHER THAN THE PERFORMANGE OF THIS WORK ON BEHALF OF THE 5PONSOR, WITHDUT FRIOR
WRIYTEN PERNMISSION OF ACCURATUS LAB SERVIGES,

APPROVAL SIGNATURES

SPONSOR:

NAME; Ms: Carissa Coppola:. : TITLE: R&D Assaclate .
SIGNATURE_ @&L DATE:MM&E‘
PHRONE:___ {201} 373 6082 " EMAIL'__ Garlssin.Conyiolarl.com

For cofiliderillallly purposes, $ludy nformelion wil be refassad enly fo the sponsirfepiesentative sigting the
prolocl {abova) urfess other Individuals are spacifically authorzed In iwrltiiig to fecolva study informalfon,

Other Individuals aufhorized to receive Information regarding this study: 0O Sea Aftached
-[{la Smith _ .

Accuralus Lab Bervicas: I

NAME:__\@&EQ.GMMS--- L '
Siudy Directar !

DATE: . [0!&[[& .

‘Sludy Prector !

SIGNATURE: ____
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